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NovoPen"3 Demi Instruction Manual

Dial-A-Dose Insulin Delivery System

INTRODUCTION

NovoPen®3 Demi delivers a minimum dose of 1 unit to a maximum dose of 35
units of insulin in half unit steps. A raised circle on the push button makes it easy
for you to know your NovoPen 3 Demi from the ordinary NovoPen 3. This booklet
includes everything you need to know about using the NovoPen 3 Demi. Please
read it carefully before using your NovoPen 3 Demi for the first time.

The NovoPen 3 Demi is designed for use with:

» PenFill® 3 mL cartridges.

= NovoFine® disposable needles.

NovoFine disposable needles are for single-use only.
You will also need alcohol swabs.

If you have any questions about your NovoPen 3 Demi insulin delivery system,
please call Novo Nordisk Pharmaceuticals, Inc. at 1-800-727-6500.

Please complete and return the NovoPen 3 Demi warranty card.

See Important Things to Know and Important Notes on pages 33-35.
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HOW TO USE THIS BOOKLET

This booklet gives you step-by-step instructions for using the NovoPen 3
Demi.

Begin by reviewing the drawing layout of the parts of the NovoPen 3 Demi,
PenFill 3 mL cartridge, and NovoFine disposable needle. The inside front cover
opens out so you have a handy reference while you read the rest of the booklet.

Most pages contain a drawing on the right with numbered instructions to the left
of the drawing.
Important additional information is given below the drawing.

We suggest that you read the text and look at the drawing to make sure that
you understand each step thoroughly.



79
80
81
82
83
84
85
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110
111
112
113

114
115

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen 3 Demi Final revision
Page 6

TABLE OF CONTENTS

SECTION 1:
Preparing the NOVOPEN 3 DeMi..........iuiiiiiiiiiiiiiiiie et 5

SECTION 2:
Inserting the PenFill 3 ML Cartridge.......cccceeiiiiieeeeeieeeeeeeeerre e 8

SECTION 3:
Attaching the NovoFine Disposable Needle............ccccvviiiiiiiiiiiiiiiiiiee e, 12

SECTION 4.
DOoiNG &N Al SNOT ..o ———————————— 16

SECTION 5:
GIVING the INJECTION ... 20

SECTION 6:
Removing the NovoFine Disposable Needle..........cccccooeeeeeiiiiiiiiieiiiicccen, 24

SECTION 7:

Removing the PenFill 3 mL Cartridge. ... 26
FUNCTION CHECK ...t aeeeees 28
STORAGE . ... ettt a e 31
MAINTENANCE.....cooee e e e e eeeees 32
IMPORTANT THINGS TO KNOW ......eiiiiii e 33
IMPORTANT NOTES. ...t 34
WHAT TO DO P 36
WARRAN T Y e et e e e e e e e e eaans 37



116
117
118
119
120
121
122

123
124

125
126
127
128

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen 3 Demi Final revision

Page 7

SECTION 1 Preparing the NovoPen 3 Demi

Remove the device cap:
1. Remove the NovoPen 3 Demi from the case.
2. Gently twist the pen cap until the cap separates from the barrel.
3. Pull the pen cap straight up to remove it.
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SECTION 1 (cont.)
Separate the cartridge holder from the barrel:

4. Unscrew and remove the cartridge holder from the barrel.

Make sure the dose indicator window shows zero:

5. Press the push button all the way in until zero (0) appears in the window.
The zero should be lined up with the stripe below the dose indicator
window.
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SECTION 1 (cont.)

The end of the piston rod should be flat against the end of the reset mechanism
prior to inserting each new PenFill 3 mL cartridge. It should not be sticking out.

If the piston rod is sticking out:

Turn the end of the reset mechanism in a clockwise direction until it is no longer
sticking out. Never push the piston rod back in.
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SECTION 2 Inserting the PenFill 3 mL Cartridge

1. Toremove the PenFill cartridge from its wrapper, push the cartridge
through the foil side of the packaging. Always make sure that the PenFill
cartridge you use contains the correct type of insulin (such as Novolin R,
Novolin N, Novolin 70/30, or NovoLog). If you are treated with more than
one type of insulin in PenFill cartridges, you should use a separate insulin
delivery device for each type of insulin. Before use, check that the PenFill
cartridge is full and intact. If not, do not use it.

2. In the PenFill Information For The Patient leaflet, you will find instructions
on how to prepare the insulin if the PenFill contains a suspension insulin
(white and cloudy) such as Novolin N or Novolin 70/30.

Each PenFill 3 mL cartridge contains a total of 300 units of insulin. Make sure
you are using the correct type of insulin. On the glass part of the cartridge is the
name of the insulin.

Each PenFill cartridge is for single-person use only. DO NOT share the same
cartridge with anyone even if you attach a new disposable needle for each
injection. Sharing the cartridge can spread disease.

Use only a new PenFill 3 mL cartridge when loading the NovoPen 3 Demi.
Never load a partially filled cartridge.

Never try to refill a used PenFill 3 mL cartridge.

8
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SECTION 2 (cont.)

Insert the PenFill cartridge:

10

2. Hold the cartridge holder so the wider opening is up.
3. Drop the PenFill cartridge into the cartridge holder, plastic cap first.
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SECTION 2 (cont.)
Re-attach the cartridge holder:

4. Screw the barrel into the cartridge holder completely until it is tight.

11
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SECTION 3 Attaching the NovoFine® Disposable Needle

At the end of the cartridge holder are two inspection windows. You can see the
cartridge through these windows.

If you use a suspension insulin (white and cloudy) such as Novolin® N or
Novolin® 70/30, use the windows to check if there is enough insulin left for
proper mixing. (see below)

Check the amount of insulin remaining:

= |If the rear rubber stopper cannot be seen in the inspection window, you have
enough insulin for mixing left in the cartridge.

= |f the rear rubber stopper can be seen in the inspection window, you do not
have enough insulin left in the cartridge and must insert a new PenFill 3 mL
cartridge.

See Section 7 for instructions on removing a PenFill cartridge and Section 2 for
inserting a new one.

-
At least Less than
12 units 12 units




NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen 3 Demi Final revision

Page 15

248 12



249
250
251
252
253
254
255
256
257

258
259

260
261

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen 3 Demi Final revision

Page 16

SECTION 3 (cont.)

For users of suspension insulin (white and cloudy) such as Novolin N or
Novolin 70/30:

Always remix the insulin before each injection.
To remix the insulin, turn the NovoPen 3 Demi up and down between positions A
and B 10 times or until the insulin looks uniformly white and cloud

Help? 500
Cal%m-li

13
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SECTION 3 (cont.)

14

1. Wipe the front rubber stopper with an alcohol swab.
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272  SECTION 3 (cont.)
273
274 2. Remove the protective tab from the NovoFine disposable needle.
275 3. Screw the NovoFine disposable needle firmly onto the PenFill 3 mL
276 cartridge until it is tight.
277
HelP? 00

cal%m :
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SECTION 4 Doing an Air Shot

The PenFill cartridge may contain an air bubble, and small amounts of air may
collect in the needle and PenFill cartridge when you use them. To avoid injecting
air and to ensure proper dosing, you must perform an air shot before each
injection.

Before doing the air shot, the dose indicator window must show zero (0).

If you use a suspension insulin, such as Novolin N or Novolin 70/30 and have
used the PenFill cartridge for previous injections, make sure there is enough
insulin left in the PenFill cartridge to properly mix the insulin (see page 12). If
there is enough insulin left in the PenFill cartridge, see the next page for
instructions.

16
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SECTION 4 (cont.)

Set the NovoPen 3 Demi for the air shot:

1. Turn the dial-a-dose selector to 2 units. Full units are shown as numbers.
Half units are shown as long lines between the numbers.




317
318
319
320
321
322
323
324
325

326
327

328
329
330
331

332
333

NDAs 19-938, 19-959, 19-991, & 20-986
NovoPen 3 Demi Final revision

Page 21

SECTION 4 (cont.)

Uncap the NovoFine needle:

2. Pull off the outer needle cap and set aside.
3. Pull off the inner needle cap and discard.

Do not use the needle if it is bent or damaged.

4. Hold the NovoPen 3 Demi with the NovoFine needle pointing up.
5. Tap the cartridge holder with your finger a few times to raise any air
bubbles that may be present to the top of the cartridge.

18
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SECTION 4 (cont.)
Do the air shot:

6. Press the push button all the way in. A drop of insulin should appear at the
needle tip.

If no insulin appears, repeat the following steps, until a drop of insulin
appears:

a. Make sure the NovoFine needle is securely attached.
b. Dial 2 units.

c. Tap the cartridge holder with your finger.

d. Press the push button all the way in.

There may still be some small air bubble(s) in the PenFill cartridge after this, but
they will not affect your dose and they will not be injected.

?
Hegn_";g-asﬂﬂ

When you press the push button, the piston rod presses against the rear rubber
stopper. This moves the rear rubber stopper and pushes the correct amount of
insulin up through the needle.
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SECTION 5 Giving the Injection

Be sure to do an air shot before giving each injection (see pages 16-19).
Select the dose:

1. Check that the dial-a-dose selector is set to zero. If not, follow the
instructions on the next page. Turn the dial-a-dose selector until you see
the correct number of units in the dose indicator window. Full units are
shown as numbers. Half units are shown as long lines between the
numbers.

DO NOT use the clicking sound as a guide for selecting your dose.

The NovoPen 3 Demi can deliver insulin in half unit steps from a minimum dose
of 1 unit to a maximum dose of 35 units.

If you dial more than your dose, DO NOT turn the dial back to zero (0). If you

do, the extra insulin will squirt out of the needle. For instructions on how to reset
the dose to zero (0) so you can start again, see the next page.

20
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SECTION 5 (cont.)

If you dial a larger dose than you need, pull the barrel and the cartridge holder
apart, as shown in the drawing A. While holding them apart, gently press the
push button against a hard surface and release your grip B. Your dose indicator
window should be back to zero (0).

You can now dial the correct number of units.

21
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SECTION 5 (cont.)
Giving the injection:

2. After the air shot is done and you have chosen the correct number of
units, insert the NovoFine needle in the correct injection site on your body.
(Use the injection technique recommended by your health care
professional). If you use a suspension insulin such as Novolin N or
Novolin 70/30, mix the insulin (see page 13, Section 3) and make sure the
insulin looks uniformly white and cloudy before you inject.

3. Press the push button as far as it will go to deliver the insulin. Do not
force it.

To ensure that all the insulin is injected, keep the NovoFine needle in the skin for
several seconds after the injection with your thumb on the push button. Keep the
push button fully depressed until after the NovoFine needle has been withdrawn.

Important: Never turn the dial-a-dose selector to inject the insulin.

When you get near the end of a PenFill cartridge, you may need to give yourself
two injections to receive your full dose. Check the dose indicator window after
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SECTION 5 (cont.)

4. Check the dose indicator window to make sure it shows zero (0). If
zero does not appear, you did not receive the full dose.

If the dose indicator window does not show zero, there were not enough units of
insulin in the PenFill cartridge for you to receive the full dose. The dose indicator
window shows the number of units that you did not receive.

For example, if you dial 25 units and there are only 20 units left in the PenFill
cartridge, after the injection the number in the dose indicator window will be
5 (25-20 = 5). If this happens, proceed with the following steps to get the
remaining part of your dose:

Note the number of units in the dose indicator window.
Remove the NovoFine needle (see Section 6).

Remove the empty PenFill 3 mL cartridge (see Section 7).
Insert a new PenFill 3 mL cartridge (see Section 2).
Attach a NovoFine needle (see Section 3).

Do an air shot (see Section 4).

Dial the number of units noted in step a.

Give the injection.

S@roo0oTy

eed HelP‘
|N1 "500-727°8
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SECTION 6 Removing the NovoFine Disposable Needle
Remove the NovoFine disposable needle:
1. After the injection, remove the needle without replacing the cap.

2. Hold the cartridge holder firmly while you unscrew the NovoFine
disposable needle.

3. Place the NovoFine disposable needle in a puncture-resistant disposable
container.

Health care professionals, relatives, and other caregivers should also follow the
above instructions to eliminate the risk of unintended needle penetration.

The NovoFine disposable needle must be removed immediately after each
injection without replacing the cap. If the NovoFine disposable needle is not
removed, some liquid may leak out of the PenFill cartridge. This may cause a
change in the strength of suspension insulins (white and cloudy) such as Novolin
N or Novolin 70/30.

For information on how to throw away needle containers properly, contact your
local trash company.

24

SECTION 6 (cont.)

Replace the pen cap:

4. After you remove the disposable needle, hold the pen cap so that the clip
is lined up with the dose indicator window.

5. Gently slide the pen cap onto the barrel.
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SECTION 7 Removing the PenFill 3 mL Cartridge

You will need to remove the PenFill cartridge for the following reasons:

=  WhentThe PenFill cartridge is empty.
= If you use a suspension insulin such as Novolin N or Novolin 70/30:

When you see the rear rubber stopper in the inspection window, then you
do not have enough insulin left in the PenFill cartridge for proper mixing.

Remove the barrel:

1. Remove the pen cap.
2. Hold the NovoPen 3 Demi with the dose indicator window at the top.

3. Unscrew the barrel from the cartridge holder.
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513 SECTION 7 (cont.)

514

515 Remove the PenFill 3 mL cartridge:

516

517 4. Tip the cartridge holder. The PenFill cartridge will drop out.

518

519 5. Press the push button all the way in until zero (0) appears in the window.
520

521 6. Turn the end of the reset mechanism in a clockwise direction until the
522 piston rod is no longer sticking out (refer to figure 1-4 on page 7).

523

524 7. To insert a new PenFill cartridge, please refer to Section 2.

525

526
527

528
529
530
531
532 27
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FUNCTION CHECK

You should regularly check the functioning of your NovoPen 3 Demi, (for
example, once a month or before starting a new box of PenFill cartridges). The
function check is done by delivering 20 units of insulin into the outer needle cap.
You will not be injecting insulin into your body.

Always check the functioning of the NovoPen 3 Demi if you suspect it has been
damaged or if you are uncertain that it is delivering the correct dose.

Do not use NovoPen 3 Demi unless you are sure that it is working properly.
To perform the function check:

1. Attach a NovoFine disposable needle(see pages 12-15).

2. Do an air shot (see pages 16-19).

28
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553
554  FUNCTION CHECK (cont.)
555
556
557 3. Do not replace the inner needle cap. Place the outer needle cap
558 securely over the exposed NovoFine needle.
559
560
561
562
563 Expel 20 units of insulin into the outer needle cap:
564
565 4. Turn the dial-a-dose selector so the dose indicator window shows 20.
566
Ip?
need HEE 6500
call 1800727
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570 FUNCTION CHECK (cont.)

571

572 5. Hold the NovoPen 3 Demi so the NovoFine disposable needle is pointing
573 down.

574

575 6. Slowly press the push button as far as it will go.

576

577 7. Check the dose indicator window to see if it shows zero (0). If it does not
578 show zero (0), there is not enough insulin in the cartridge to do a function
579 check. Insert a new PenFill cartridge (see pages 8-11) and repeat the
580 function check. If there is enough insulin in the cartridge but the dose
581 indicator window does not show zero, repeat the FUNCTION CHECK. If
582 you do not see zero after repeating the above steps, do not use your

583 NovoPen 3 Demi. Contact Novo Nordisk Pharmaceuticals, Inc. at our tool
584 free number (1-800-727-6500).

585

586
587

588
589
590
591
592
593
594
595
596
597
598
599
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STORAGE

Guidelines for storing the NovoPen 3 Demi and PenFill 3 mL cartridges:

PenFill cartridges should be stored in a cool place, such as in a
refrigerator, but not in thea freezer.

After the first use of PenFill cartridge in the NovoPen 3 Demi, the
NovoPen 3 Demi (with the PenFill cartridge inside) can be kept at room
temperature below 86°F (30°C) for the amount of time-days specified

listed in the PenFill Information for the Patient leaflet for the type of insulin

you are using.

Do not store the NovoPen 3 Demi (with the PenFill cartridge inside) in a

refrigerator or areas where there may be extreme temperatures or
moisture, such as in your car.

The expiration date printed on the cartridge is for unused cartridges
under refrigeration. Never use the cartridge after the expiration date

on the cartridge or its box.

Store the NovoPen 3 Demi without the NovoFine needle attached and
with the pen cap in position.

For information on storing PenFill cartridges, see the package leaflet that

comes in the PenFill cartridge box.
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MAINTENANCE

Guidelines for maintaining the NovoPen 3 Demi.

Be sure to:

1. Clean it by wiping with a soft cloth moistened with alcohol.

2. Protect it from dust, dirt, and moisture when not in its case.

Make certain you:

32

1. Do not soak it in alcohol, do not wash it in soap and water, or do not
lubricate it, since this may cause damage.

2. Do not expose it to excessive pressure or blows.

3. Do not drop it.
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655 IMPORTANT THINGS TO KNOW
656
657 = The NovoPen 3 Demi is not recommended for the blind or visually
658 impaired, without the assistance of a sighted individual trained to use it.
659
660 = If you use more than one type of insulin (such as Novolin R, Novolin N, or
661 Novolin 70/30, or NovoLog), use a separate insulin delivery device for
662 each type of insulin.
663
664 = Use only a new PenFill 3 mL cartridge when loading the NovoPen 3 Demi
665 Never load the NovoPen 3 Demi with a partially filled PenFill cartridge.
666
667 = Always keep a spare insulin delivery system available, in case your
668 NovoPen 3 Demi is lost or damaged.
669
670 = Keep the NovoPen 3 Demi, PenFill cartridges, and NovoFine needles out
671 of the reach of children. The American Diabetes Association recommends
672 that insulin should be self-administered. The proper age for initiating this
673 should be assessed by the adult caregiver.
674
675 = Keep the NovoPen 3 Demi away from areas where temperatures may get
676 too hot or too cold such as a car or refrigerator.
677
678 = The NovoPen 3 Demi is designed for use with PenFill 3 mL insulin
679 cartridges and NovoFine single-use disposable needles.
680
681 Novo Nordisk is not responsible for any consequences arising from the use of
682 the NovoPen 3 Demi with products other than PenFill 3 mL insulin cartridges
683 and NovoFine single-use disposable needles.
684

685 33
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IMPORTANT NOTES

The following is a review of some important information about the use and
care of your NovoPen 3 Demi.

Before each injection, be certain:

1.

2.

3.

The NovoPen 3 Demi contains the correct insulin cartridge (such as
Novolin R, Novolin N, Novolin 70/30, or NovoLog), if you use more than
one type of insulin.

The PenFill cartridge contains enough insulin for mixing, if you use a
suspension insulin (white and cloudy) such as Novolin N or Novolin
70/30.

To do an air shot with the NovoFine needle pointing up before each
injection.

Be sure to:
1. Check the dose indicator window after each injection to make sure you
have received your full dose (see page 23, Section 5).
2. Remove the NovoFine needle immediately after each injection without
replacing the cap.
3. Select your dose only by using the number in the dose indicator window.
4. Perform the function check regularly or if you think your NovoPen 3 Demi

34

is not working properly.
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720 IMPORTANT NOTES (cont.)
721
722  Make certain you:
723
724 1. DO NOT place a NovoFine needle on the NovoPen 3 Demi until you are
725 ready to do an air shot and give an injection or do a function check.
726 Remove the needle immediately after each injection without recapping the
727 needle. If the NovoFine needle is not removed, some liquid may leak out
728 of the PenFill cartridge. This may cause a change in the strength of
729 suspension insulin (white and cloudy) such as Novolin N or Novolin
730 70/30.
731
732 2. DO NOT use the clicking sound to set your insulin dose.
733
734 3. DO NOT try to refill a PenFill cartridge.
735
736 4. DO NOT share the same PenFill cartridge with anyone else even if you
737 attach a new NovoFine needle for each injection. Sharing cartridge can
738 spread disease. Each PenFill cartridge is for single-person use only.
739

740  Blood glucose levels should be tested frequently to monitor your insulin regimen.
741

742  Any change in insulin should be made cautiously and only under medical
743  supervision.

744
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WHAT TO DO IF...

The dose indicator window does not show zero after the injection:

1.

2

No ins

1.

You did not receive your full dose.
Follow the steps on page 23 to get the remaining part of your dose.

Your NovoPen 3 Demi is malfunctioning.
Do not use your NovoPen 3 Demi. Contact Novo Nordisk
Pharmaceuticals, Inc. at our tool free number (1-800-727-6500).

ulin appears when you do the air shot:

The piston rod is not far enough down the cartridge holder to reach
the rear rubber stopper.
Repeat the air shot (see pages 16-19).

The NovoFine needle may not be securely attached.

a. Put the plastic outer cap back on the NovoFine needle.

b. Turn the plastic outer cap in a clockwise direction to tighten the
NovoFine needle.

The NovoFine needle may be blocked.
Change the NovoFine needle (see pages 14-15) and do an air shot (see
pages 16-19).

The piston rod is sticking out too far to attach the cartridge holder to the

barrel:

You must screw the piston rod back into the barrel (see page 7). Never
try to push it in or you can damage the mechanism.

The push button will not return to zero or the piston rod will not turn back

into th

36

e reset mechanism:

The return mechanism may be locked. This is usually due to improper
technique. Gently turn the mechanism side to side until it unlocks and then
call our toll free number (1-800-727-6500) so that we may review go over
your technique with you.
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WARRANTY

Should your NovoPen® 3 Demi device be defective in materials or
workmanship within two (2) years of purchase, Novo Nordisk
Pharmaceuticals, Inc. will replace it at no charge if you mail the defective
unit along with a description of the problem and the sales receipt or other
proof of purchase to:

Novo Nordisk Pharmaceuticals, Inc.
Product Safety

100 College Road West

Princeton, NJ 08540

Protected by U.S. Patent Nos. 5,693,027; 5,626,566; 6,126,646 and Des.
347,894 (cartridge) restricted to use with Novo Nordisk insulin cartridges and
Novo Nordisk pen needles.

No other warranty is made with respect to NovoPen® 3 Demi. This warranty will
be invalid and Novo Nordisk A/S, Novo Nordisk Pharmaceuticals, Inc., Bristol-
Myers Squibb Co., Nipro Medical Industries Ltd., and Bang & Olufsen A/S cannot
be held responsible in the case of defects or damages arising from:

The use of the NovoPen® 3 Demi with products other than PenFill 3 mL
cartridges and NovoFine single-use disposable needles.

The use of the NovoPen® 3 Demi not in accordance with the instructions
in this booklet.

Physical damage to the NovoPen® 3 Demi caused by neglect, misuse,
unauthorized repair, accident, or other breakage.
37
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For assistance or further information, write to:

Novo Nordisk Pharmaceuticals, Inc.

Customer Relations

100 College Road West

Princeton, NJ 08540

Or call: 1-800-727-6500
Novo Nordisk®, NovoPen®, Novolin®, NovoLog®, PenFill® and NovoFine® are
registered trademarks of Novo Nordisk A/S

© 2002 Novo Nordisk A/S

Novo Nordisk Pharmaceuticals, Inc.
Princeton, NJ 08540

http://www.novonordisk-us.com

8-4241-31-002-1



Novo Nordisk™

R HUMAN

information for the patient who uses

Novolin. R PenFill

Regular,

Human Insulin Injection
(recombinant DNA origin)
3 mlL Disposable Carlridge
(300 units per cartridge)

100 units/ml

Please read this leaflet carefully before using this product,
Please note the sEeciaI directions under "PREPARING THE JNJECTI
_ Novoline A PenFille 3 mL is designed for use with NovoPene 3fnsulin livery
Devices Peviee-and NovoFines disposable needies or other products specifically
recommended by Novo Nordisk.
PenFille cartridge is for single person use only. Ses important Notes section.

WARNING
ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL
SUPERVISION, CHANGES IN PURITY, STRENGTH, BRAND (MANUFACTURER), TYPE
[REGULAR, NPH, LENTEs, ETC.), SPECIES (BEEF, PORK, BEEF-POAKX, HUMAN), AND/OR
METHOD OF MANUFACTURE {(RECOMBINANT DNA VERSUS ANIMAL-SOURCE INSULIN) MAY
RESULT IN THE NEED FOR A CHANGE IN DOSAGE.
SPECIAL CARE SHOULD BE TAKEN WHEN THE TRANSFER 16 FROM A STANDARD BEEF OR
MIXED SPECIES INSULIN TO A PURIFIED PORK OR HUMAN INSULIN. IF A E
ADJUSTMENT IS NEEDED, IT WILL USUALLY BECOME APPARENT EITHER IN THE FIRST FEW
DAYS OR OVER A PERIOD OF SEVERAL WEEKS. ANY CHANGE IN TREATMENT SHOULD BE

- CAREFULLY MONITORED.
PLEASE READ THE SECTIONS "INSULIN REACTION AND SHOCK* AND "DIABETIC
KETOACIDOSIES AND COMA”™ FOR SYMPTOMS OF HYPOGLYCEMIA (LOW BLOOD GLUCOSE)
AND HYPERGLYCEMIA (HK3H BLOOD GLUCOSE).

INSULIN USE IN DIABETES

Your physician has explained that you have diabetes and thal your treatment involves injactions of
insulin or insulin tharapy combined with an oral antidiabatic medicine. Insulin is nomally producad
by the pancreas, & gland that hes behind the stomach. Without inguiin, ghucose (a simple sugar made
fram digested food) is trapped in the bloodstream and cannot enter the cells of the body. Some
patients who don't make enough of their own inaulin, or who cannot use the insulin they do make
properly, must take ingulin by injection in order 1o control their blood phlucosa levals.

Each case of diabetes is diierent and requires direct and continued medical supesvision. Your
physician has lold you the type, strength and amount of insulin you should use and the time(s) at which
you should inject i, and has also discussed with you a diet and exercise schedule. You sheuld contact
your physician il you experience any difficuities of it you have questions.

TYPES OF INSULINS

Standard and purified animal insufing as well as human insuling are avakabls. Standard and puritied
insulins differ i their degree of purification and conlent of noninsulin meterial, Standard and purified
insuling also vary in species source: they may be of best, pork, or mixed beef and pork origin. Human
insulin is rentical in structure to the inaulin produced by the human , and thus differs from
animal insuling. Insuling vary in time of action; see PRODUCT DESCRIFTION for additionsl
information,
Ymrphysicianhaapmscdbedmelnsuﬁnmlsmhym:bemywhavap\mhasedmcunec‘l
insulin and check it carsfully before you use it

PRODUCT DESCRIPTION
This package coniains five {5} Novoline R PenFille 3 ml. cartridges. Novoline R is commonly
known as ular, Human Insulin Injection (recombinant DNA onigin). The concentration of this
product is 100 units of insulin per maliiiter. 1t is a clear, coloness soluion which has B shor
duration of action, The eftect of Novoline R begins approximately Yzhour after injection. The
afiect is maximal between 2Yeand 5 hours and ends approximately B hours atter injection.
—— The time Cowrse of action of any insuln may vary consideqebly in ditferent indrviduaks, or at
e Uitterent times in the same mdividual, Bacause of this variation, e tima periogs listed here
e Bh0UHK be congidered as general ines only. .
e THis Pruman insulin {recombinant DNA origin) is structurally ldentical to the insulin produced by
wsmemn the Numan pancreas. This human insufin rs procuced by recombinant DA techiology ulikzing
ssmmm Saccharomyces cerevisiea (Dakers' yoast) as the procuction organism.
s INSULIN DELIVERY SYSTEMS
——— These Novoline R PenFlile 3 ml cartridges are designed tor use with NovoPene 3 Insutin
Dellvery Device and NovoFines disposable neadies or other products specificaly
recommended by Nove Nordisk.

STORAGE

Ineulin should be stored in & coid place, prederably in a retriﬁfrator. but not in the freezing
compartment, Do not let it fresze. Keep Novoline R PenFills cantridges in the carton so that
they will atay clean and protected from light, Novollne R PenFille cartridges can be kept
unrefrigerated for 28 days, Unrefrigerated cartridges must be used within this time psniod or
discarded. Be sure to protect cartndges from suniight and extreme heat or cold.

Never use any Novoline R PenFille cartridge if it becomes viseous (thickened) or cloudy: use it
only if it in claar and coloriass.

Never uss insulin after the expiration date which Is printed on the iabel snd carton.

IMPORTANT
leumwmwmmmbuoﬁngmﬁsep!bnmmyhadmwﬁmmm
injection site.

_" Disposable neadies are for single use; they should be used only once and destroyed.
- Ciean your hands and the injection site with soap and watsr of with aicohol.

- Wipe the nubber siopper on the nsulin cartridge with an aicohol swab.

PREPARING THE INJECTION

Place 2 NovoFines single-use neadie on the device. Refer to the instruction maral for your
insulin delivery davice. .

Insulin PenFille caniridges may contain 8 amall amounl of air. To prevant an injection of ai
and make certain insulin iz delivered, an air shat must be done before sach injection.
Directions for performing an air shot are provided In your msulin delivery device instruction

0199-31.007-1
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GIVING THE NJECTION

1. The fellowing areas are suitable tor subcutaneous insulin injection: thighs. upper arms, buttocks,
aspdomen. o not change areas without consiiing your physician. The aciual pont of Injection
should be thanged each tirma injection sites shoyld be about an inch apat.

. The injection site should be ¢lean and dry. Finch up skin erea to be injectod and hold it firmly.
Hold the device ¥a a pencitand push tha needie quickly and fimnly into the pinched-up area,

. Release the skin and push the push-bulton all the way i 1o Inject insufin beneath the skin, To

ensute that aft the insulin is mjected.kaepm_needlein:hea#dnlorsevamlswmdsdwmcmn
with your thumo mMpmhbmm.Donmhmmammcbmehydcmmwm
it. You should never inject insulin Nto & vein. the directions for usa of your Insulin Delivery

Davite.
5. Rmmmedle. 1t slight bleeding occurs, press kghtly with adry cotton swab jor & few seconds
Note: Use tha Injection technique ded by your physick
USAGE IN PREGNANCY
It is particularly important to maintain good control of your diabstes during pregnancy and special
attertion must be paid o your diet, exercise and insulin regimens, i you are pregnant of hursing a
Daby, Consull your physician of nurse educator.
INSULIN REACTION AND SHOCK
insufin reaction hypoghycemia” octurs when the bicod gucose fahs very Iow. This can happen if you
take too much insiin, miss of delay a meal, exercise more than usual or wark 100 hard withous eating,
or become il (especially with vorniting or faver). Hypoghycemia can aiso happenif you combine insulin
therapy and ather medications thet kewsr blood glucoss. such as oral antidiabetic agents or ather
prescription and over-the-courtter drugs. The first symptoms of an insulin reaction usually come on
suddenly. They may include a cold swest, laligua, Nervousness of shakiness, rapid heartbeat, of
nauses, Personality change or confusion may algo oceur. If you drink or eat something right away (a
glass of milk or orange juice, Or sevaral sugar cindies), you cen olten stop the progression of
symptoms, If symploms persist, cail youphysichn-enirmﬁinmcﬁoncanleedioummm
If & reaction results in kass of CoNStiousNess, emergency Medical care should be obtainad
immediately. If you have had repealed reactione of if en insuliin reaction has led to a loss of
consclousness, contact your physician. Severs hypoglycemia can result N termporary of penmanent
impairment of brain function and death.
In certain cases, the nature and intensity of tha warning symp ot hypogly ia ey
change, A few patients have raparted that after being transfemed 1o human insulin, the sarly
waming symploms ot hypoglycemia were lexa pronounced than they hac basn with
animai-scurce insulin,
DLABETIC KETOACIDASIS AND COMA
Diabetic ketoacidosis may develop if your body has oo it insulin, The MOE! COMNON CaUSEt aré
acute illness of infection of failure 1o Lake hansulin by injection. If you are il you should chech
your urine for ketones. The sympioms of dial ketoacidosis usually Gome on gradually, over 8
period of hours of days, and nclude a drowsy fesling, fushed face, thiret and loss of appatite. Notity
your physician right away if the ine tsstisposiﬁveiorkelm(mm)orﬂyouhmwdm
symploms. Fasl, heavy breathing and rapid pulse are more sevara Bymptoms and you should have
medical atiantion fght away. Severe, sustained hyperglycemiamay resull i diaietic coma and ceath.

ADVERSE REACTIONS -
Alewpeoplewithdiabam.sdmlopred.Mlmnndiu_iwddnmemelmjlnhasbaenhjocted.
Thisiscaﬂeda'bca!mujon'nndﬂmyoccurﬂmehpcﬁonlsnmpmpenymde.ﬂmwnis
sensitive o the cle sdmm,aﬂywmﬂbtnicmmmlhmm.ﬂymhawsbw
reaction, tell your physician. |
Genetalized insulin allergy occurs rarely, but whan it does it may cause a serious reaction, including
skinrashwermebody.shorﬂ)essofbteaﬂﬂ.fas:pulse.m&ﬁrg.andadmp‘nbbndpfmm.lf
anyoimeseswnmomsdavebp.ywshwldaeekmgenwnndicalm_

W severe allergic reactions 1o insufin have occurred (i.e., ?mmd rash, swelling of

dilﬁcu\tiea)ywstn.ldbe&ﬂesbdwilhuﬁmi\winpmpnmﬁnnbe!orelthusd.

IMPORTANT NOTES

Achangeinmatype.mtnspedaampuiydhancmuqumadmaueadmmLmy

IO W1 WU | pharuld Led mads under raostinol eninenieion

Tcavddpmsiuamsmmddbew.mmhuw&ep«mmmm

Beforeuse.checkmn-vsPonFHhcamidgeishm(e.g.muad:s). not usa il any damage is

seen.orilthepmdmenbbarpiﬂmmqwouwiammammmmWwdeband.-... -

Ymmyhavelearnadrnwmastmmormblmdhtgluopse.Itisknportanlwdom

testsregdaﬂyandiorecmdhemmmiumviewwimmpwskuanumoducamr.

3 Ilwuhaveanammillness.especialyvﬁ‘ﬂwonilinnu'ievar.cmthuawdnqywrwin.H
passiole, stay on your regular diet. youhave&oubleeaﬁng.drinkhuili.ﬁeas.mnﬂa:soﬂdm.
ordenrsoups:Kywcan.ealmaﬂammdblandlmds.hstywurhebquxmmd
ketmesand.irposslble.testymnbloodghacose.NotamarasunsmdmactmhWdan
Impossimmulhdoseadimmm.ﬂyoumwmemprdmgadm.aaek
emergency medical care.

_(;‘. Ym%%wmidﬂﬁcaﬁmmmmqutyouhawd'ﬂbem.

. Always ask your of pharmacist bafore taking any drug.

8. Dondvytomﬁllmm.

:'m:munyomphpbhnuywtwnamqmwmmwwnaﬁmﬂhm

X1
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n s imp

Hdpmlmmmwmdmhwmmmmmm.
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Devices

Novo Nordisk™

N HUMAN

Information for the patient who uses

Novolin. N PenFifle s

Bl
NPH, Human lnsulin isophane Suspension o
(recombinant DNA origin)
3 mL Disposable Carridge
(300 units per cartridge)

100 unismt

Please read this leaflet carefully before using this product. ;
Please note the special directions under "PREPARING THE INJECTION'. !
Novoline N PeriFille 3 ml is designed for use with NovoPene Very
Bevies and NovoFines disposable needles or other products specifically
recommended by Novo Nordisk.

PenfFile cartridge is for single person use only. See Important Notes section.

WARNING

ANY CHANGE OF INSULIN SHOULD PE MADE CAUTIOUSLY AND DNLY UNDER MEDICAL

SUPERVISION. CHANGES IN PURITY, STRENGTH, BRAND [MANUFACTURER), TYPE

(REGULAR, NPH, LENTEs, ETC.), SPECIES [BEEF, PORK, BEEF-PORK, HUMAN), ANDYOR

METHOD OF MANUFACTURE (RECOMBINANT DNA VERSUS ANIMAL-SOURCE INSULIN) MAY

RESULT IN THE NEED FOR A CHANGE IN DOSAQE.

SPECIAL CARE SHOULD BE TAKEN WHEN THE TRANSFER IS FROM A STANDARD BEEF OR

MIXED SPECIES INSULIN TO A PURIFIED FORK OR HUMAN INSULIN. IF A DOSAGE

ADJUSTMENT IS NEEDED, IT WILL USUALLY BECOME APPARENT ETTHER IN ‘THE FIRST FEW

DAYS OR OVER A PERICD OF SEVERAL WEEKS. ANY CHANGE IN THEATMENT SHOULD BE

CAREFULLY MONITORED,

FLEASE AEAD THE SECTHONS "INSULIN REACTION AND SHOCK® AND “DIABETIC

KETOACIDOSIS AND COMA" FOR SYMPTOMS OF HYPOGLYCEMIA (LOW BLOOD GLUCOSE)

AND HYPERGLYCEMIA (HIGH BLOOD

INSULIN USE IN DIABETES

Your physician has explained that you have diabates and that your treatrnent involves injections of

insuiin of insulin therapy combined with an oral antidiabetic medi Insubin is ¢ Ry uced
Jland tha jies behind the stomach. Without insulin, glucoea (a simpie sugar made

s is trapped in the bloodstream and cannot enler the calls of the body. Some

Emperly.musltakeinsuinbyﬁedimhadﬂbmwmrbmdgum A

ach casa of diabetes is ditierent and requires direct and continued medical supervision. Your
physicianhastnldymthetype.swngmmmunofi_nsumyoustmldmmdlh-uﬂe(a)atmch
youshoulginiectit,mdhasalsodiscussedwiﬁyoundntmdueﬂ_ﬁuacrndm.mdnidmmm
your physician if you expenience any difficulties or it you have questions.

TYPES OF INSULINE .
Saandan:landpwﬂbdminwlinmhsaswelluhmnnrmﬂimuqanﬂab_h.Stmdardandwriﬂod
insuling difier in their degres of purification and contert of noninsulin material. Standard and purified
inguling also vary in species sowce: meyrnaybeorbeai.tggrk.ormmad beeal anda pork origin. Human
insulin is identical in Structure to the Inaulin produced b hurman pancreas, and tus difiers from
thMm.kmﬁmvwhﬁmdﬂon:mPﬂOEUC!DESC IFTION for additional

Vourmmm:mdmmmmhmuym;Mmpuhanwmw

NsLUNN And check it carsduly Delons you e L -
PRODUCT DESCRIPTION
This packa contains five (5} Novoline N PenFille 3 mL cartricges. Movoline N is commonly
known as . Human Insuiin lsophane Suspension (recombinant DNA origin) . The
ooncmlrationdmhproductis100uniuoﬂmdhlﬁrrrillulw.lllsac or milky suspension
of human insulir with protamine and zinc. The insulin substance (the material) setthes at
the bottam of the cartridge, thevefora, the castridge must be rotated up down as descriced
under "PREPARING THE INJECTION' so that the contents are uniformiy mixed befons & dose is
giver. Novokne N has an ntermediate Quration of action. The effect of Novoline N begina
approximat 1¥%hours after injection. The effect is maximal between 4 and approximalety 12
howrs. The full duration of action may kst up 10 24 hours aher injection.

ST= The time couwrse of action of any insulin may vary considerably in different individuals, or at

B iffarant mes In the same individual. Becausa of this variation, the time pericds listed here

WS ghould be considensd as general guidelines only.

W This human insulin (recormbinant oﬁgin)isstmctu’alyidenﬁcalwmmmpmducedby
the hurman p This humar insulin [ produced by recombinant DHA technology utilizing

=Samhmycscmmemem'yauﬂumptmawm.

—= INSULIN DELIVERY SYSTEMS i

= Thase Navoline N PenFilh 3 mL cartriciges are designed for use with NovoPene 3 insulin
Dﬂhmmmmdspombiemedbsorwmpmdum:pedﬁcﬂy

recommended by Nova Mondisk,

STORAGE

Insulin thould be stored in a cold piace, preferably in & refri , bul not in the freezing
compariment. Do not let i freeze. Keep Novoline N PenF| ceririgdgas in the carton so that
they will stay clean and protected from ight. Nevoline M PenFille cartridges can be kept
urwetrigerated for 14 days. Unrekigarated } must be Lised within this ime or
discarted. Be sure to protect Gartrioges from sunlight and exirems heat or cokd.

Never use ary Novoline N PenFills cartridge It the precipitate (the white depasit) has become
iunpyorgranulu'mappearaneeorhaslorﬂndedepwtdsohdpaﬂ:desmﬁnwald!me
&nmwlmmn’ 'should not be used if the liquid in the certriige remains clear after il has
Hever uss o atter the axpiration date which is printed on the iabel and carton.

.

IMPORTANT
anmymmmwmammmwmnmm
site,
- Disposable needles are for single use; should be used only once and destoyed.
~ Clean handsmdmeinjcntgionm goap and water or with alcohol.
~ Wipe the rubber stopper or: the insulin cartridge with an aicoho] swab.
pnsmp?amo'rue INJECTION sl el e unt ytag
Never piace 8 single-use needie on in delivery device YOU aie rea ive
aninjeclion,md%mninmdiutz?ywahermhhjgﬁm.nﬁnmdhbmmmgd.
someliquidmaybeoxpoﬂedirwhwuimocaumgamhmhm
concentration (srength).
Thedoudymwhlmmmninuspembnwﬂlnsuhlommﬁmdmm.mm
om%mmhwwmhbcﬁm.mmmmmahwuﬂwwnmna

o mining.
gvmnuﬁnqamwwmdge.n:nmcammeupgmddwnbmenpmAmdB-
See Figure 1. Do this at least 10 times unti the liquid appears uniformiy whits and cloudy.
Assembleyourhsuindelmrydevieebﬂwingmedmhyourhmm 5
For subsaquent injections when a cartricige is already in the device, turn the device up and
down betwaen positions A and B - See Figure 2. Do this at leas! 10 1imas unth the liquid
gppummifmmymmmaww.FdMﬂnmhthnd&mwm
instruction manual,

0274-31-087-1
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mg. 1 Fg 2

Notg: Never initiate a new injection unless there is eutficient insulin in the cartridpe & ensune proper

mixing (the %ass ball needs adequate reom for movemant to mix the suspension).

Insulin Pen Ihcamidgesmayconminaynaﬂamouﬂdair.bprwammh' of air and make

cerlain insulin is delivered, an air shot must be done belore aach injaction. Directiors ko perfomming

&n air Ehot are provided in your delivery Gevice instruction manual.

GIVING THE YNJECTION

1. The following areas ana suitable for subculaneous Insulin injection: migw arms, butiocks,

abdomen, Do not change areas without consulting your physician. The point of inlection

shouid be changed each time:; injection sites should be about an inch apert.

The injection site should be clean and dry. Pinch up skin area to ba injected snd hold i firmiy.

Hold the Gavice like a pencil and push the needie quickly and fimly into the pinched-up area.

5 Relsasamesldnandwshmepwvbumnamhewayhlmmeclmﬁn beneath the skin. To ensure
that all the insulin is injected, keep the needla in the skin for several seconds aftar injaction with

PN TN

ur thumb on the push bution, not inject ino a muscle your physician has advised it
ﬂmumﬂmuﬂlnmnwhmmdmﬁunbrmdmlmuhm
5, Hdnmn;'m";'meah.udbmmmmwmnmmwu-mm
Nots: Use the Injectl hnigue T ded by your physician.
USAGE IN PREGNANCY
It s particularly important to maintain good control of diabates during pregnancy and special
atterition must be paid o dist, exercise and regimens. If you are pregnant of nursing a
baby, consult your O NUTSE SCUCAIDS.

INSULIN REACTION AND SHOCK X
Insulif reaction "hypogiycemia® occurs when the blood glucose fals very tow. This can happen i you
take oo much insulin, miss Of delay a meal, exercise more than usual or work 100 hard without eating,
o become ill {aspecially with vomiting of fever). ycemia can also happen if you combine insulin
Mapyandolhermdlcationsmalmetbbod , such as oral anticiabetic agents or othar
prescription and over-the-counter drugs. The first symptoms of an insulin resction usually come on
s.uddenlbehay may include a cold sweat, faligus, nervousness o shakiness, rapid hearthesl, of

. Personality change or oNTUSIon My B0 OCCLE. 1 you STk ot mmmr‘y [0

Symploms. It symptoms persist, call your -an in reaction can leed (o UNCONBCIOULENESS.
| a reaction regults in loss of consci X d

immediately. If you have had repeated reactions of an insulin reaction has e 10 a loss of
CONSCIOUSNess, contact your . Severe lycemia can result in lemporary of
impairmeni of brain Amction

In certain cases, the nature and intensity of the wamning symptoms of
n n cases re & lty lnug‘ympt hyp:?lyunhnur

cha:?c.Ahwpmhrmhwe reporied that after being to huma the sarly
warning symp of hypogly Ia wers less pronouncad than they had bean with
animal-scurce insulin.

DMABETIC KETOACIDOSIS AND COMA
Diabeﬁckmoacidoslsnuydmbpnywbodymmlimhﬂﬁn.ﬂnumﬁtunrmmcaumm
acmeﬂlnessormlecuonorfailwemtakeamuqhhminpymmIfywmltyoudwdddﬂdt
youruitelorkem.Thaswnptomsofdiabetwkemmdosts come on gracually, over &
paricddmumordays.andk\cmduanmyuh%’mdhce. irst and loss of appetite, Notify
your physician ri ht away if the urine 183t i positive
. Fast, vybleamingandmpidpuhemmswaresympmam_youmuhaw
anmﬁnnﬁdﬂmySmm.Wnedhypﬂglyewﬁammmﬁndubebcmmm
ADVERSE REACTIONS
Alwpeomww\diabmadwdopred.mmm nkin where the ingulin has been
nj . Thee is calied # Tocal reaction” and it may ccour the Injection is nol propedy made, if
mesidnlssmsiﬁvelolheclaamingadpqumifywammgictonmnbdmum.ﬂ
a:_:aveabcalrem‘ , tel your physician. .
mlizeclImulinaﬂuwmwsmdy.wmhdmnmmamm.
mebody.d\ormdbmam.hsiptm.mﬁng.an_dadmphblmd

including skin rash over
Pressme. If any of theae symploms davelop, you should seek emrgmmedml care,
f severe allergic reastions to insulin have occucrsd (i.:‘...lﬁonarauzm_ . eweling or breathing
diﬁimln‘es)youuhmlﬁbeskh—iastedvﬂhnﬁm in preparation betore # is used.
mPAOmNTNg:ES th purity of insulin could dosage adj
1. inthe type. , SPOCes Of i 11T ] j
Arfych;n.ageh'nsmn' be made under medical sy o psiment.
?_Toavoidpcsslblamnsrﬁssionofdiseasa.hnﬂlhcarmishr le Person Lise only.
a. Belorause.checknmmewnﬁlhmiduaismm(a.g.m ). Do not use i any
garmood izmdmornmmdnwnbbupmmwyoumbm r than the white
e ,

4. You may have leal how to test your urine of your blood for lucose. It is important 1o
mmémwmmmmmhrwhwwﬂwmmm

educator.
B, Iiywrnvemamneiuness.aspocidyw[mmﬂ'lgum.cmmmmhy?“q .

. Abways ask

B.Donotwlnygjﬂ!ln Flile cartridge.
Ahwnmsunwmsmnhmmmmwmmm“h
use of insulin.
Helpukﬂormaﬁonbrpeophvdmd]abemlspublﬁadbykwicanmm
Association, 1660 Duke Street,

660 Alexandria, VA 22314
For information contact:
Nordisk Pharmaceuticais, inc
100 Overlook Center
Suite 200
SN Princeton, NJ
1-800-727-6500
Manuiaciured by
Nowo Nordisk Pharmaceutical Industries, Inc.
Cleyton, NC 27520
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InwundellverydwlcunndeNurdﬂmm needies.
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Devices

Novo Nordisk™

7 0/ 30 HUMAN

Information tor the pationt who uses

Nowvolin. 70/30 PenFilk

70% NPH, Human Insulin Isophane Suspension and
30% Hegular Human Insulln Injection
(recombinant DNA o

3mL Disposable Ca

{300 units per canndga)

100 units/mL

Plaass read this leafiet carefully before usung this product.
Please note the special directions under ‘PREPARING THE INJECTION",
Nowoline 70/30 PenFille 3 ml is designed for use with NovoPene 3Thsulin

Delive and NovoFines disposable needies or other products
specincally recommended by Novo Nordisk.
PerFille cartridga is for single person use only. See Important Notes section. .
WARNING
ANY CHANGE OF INSULIN SHOULD BE MADE CAUTIOUSLY AND ONLY UNDER MEDICAL
SUPERVISION. CHANGES IN PURI‘I’Y STRENGTH, BRAND IMANUFAC‘TUREH). TYPE
(REGULAR, NPH, LENTEs, ETC.), SPECIES (BEEF, PORK, BEEF-PORK, HUMAN), AND/OR
METHOD OF MANUFAC’TURE ECOMBINANT DMA VERSUS ANIMAL-SOURCE INSULIN) MAY
RESULT IN THE NEED FOR A CHANGE IN DOSAGE.
SPECIAL CARE SHOULD SE TAKEN WHEN THE TRANSFER IS FROM A STANDARD BEEF OR
MIXED SPECIES INSULIN TO A PURIFIED PORK OR HUMAN INSULIN. IF A DOSAGE
ADJUSTMENT IS NEEDED, IT WL USUALLY BECOME APPARENT EITHER IN THE FIRST FEW
DAYS OR OVER A PERIOD OF SEVERAL WEEKS. ANY CHANGE IN TREATMENT SHOULD BE
CAREFULLY MONITORED.
PLEASE READ THE SECTIONS “INSULIN REACTION AND SHOCK*® AND "DIABETIC
KETOACHDOSIS AND COMA® FOR SYMFTOMS OF HYPOGLYCEMIA (LOW BLOOD GLUCOSE) : -
AND HYPERGLYCEMIA (HIGH BLOOD GLUCOSE)L

INSULIN USE iN DIADETES
Your physici ianhassxplaimdhai;oulwvednsbetuandﬁulw % involves tions of
insulin o insulin therapy combined with an oral antidiabetic medicine. lnsuin Is norma.ily produced
by the pancreas, & gland that lies behlnd the slomach. Without Insulin, gluccse (a sinple sugar made
from digested food?ns trapped in the bloodstream and cannct enter the cel the body. Some
patients who don't maks enough of their own insulin, urvmocmnm useihehsulinmoydo make
roperly, must take insulin by injecion in order 1o control their biood ghucose levals
ach case of diabeles is different and requires ciirect and continued medical supervuon
physician has told you the type, strength and amount of Insulin you m:ldmandmetimo(s)ntmch .
you should inject &, and has also discussed with you a dist and axarcise schedule. Y
your physician if you experience any difficulties or i you have questions.
TYPESE OF INSULINS
Standard and purified animal ineulins as well as hutman insuling are avallable, Standard and
insulins differ in their degree of purification and contant of noninsulin material. Standard and pu'lﬁod
insuiins alsc vary in species source: they may be of boef, pom or mixed beel and purkon . Human
Insulin I identcal In structure 10 the insuiin produced a Fam and thus diters from
animal insuling. Insuling vary ir tirme of action; see PRO DESCRIFTION for adiditional information.
Your physician has pmscnbadhehsdmﬂmtthrym btmyouhsvewchaudlm
insulin and check it carefully bafors you uss iL
PRODUCT oescmmo
This packa, _? (5) Novoline 70/30 PenFille 3 mL cartridges. Novoline 70/30 is a
mibture of 70% NPH, Hwnan insulin Isophane Suspension {recornbinant DNA origin) and 30%
Re: Ogulnr Human Insuiin In||ect|on (recombinart DNA erigin}. The concentration of this product &
units of insulin ﬂermﬂ ikiter. ltns ucloudyormuky sion of human Insulin with protamine
and zinc, The i dwdynulaﬁdjumum bottom of the
thersfore, the cartridge must be rotamad and down as described under PREPARING THE
INJECTION® 50 that the contents are mlfotmty mixed befors & dose is piven. Novoline TO/30 has
an intarmadiata duration of action. Tha eftect of Noveline 70/30 beglns appmxumataby ¥z hour
atter injection. The elfect is meximat between 2 and appraximatety 12 hours. The full duration of
e BCHION May last up to 24 hours after inj
_ The time course of action of any insulin nnyvarymidenbl'yhdlffaromndinduah or ot
different times in the same individual, Becawcdmhvani:m the time periods listed hare
= Should ba considered as general guicelines only.
mmm— This hurnan insulin {recombsinant oﬂg )Issmualyidomcalwmw\wlin produced by
fmm—_= the human pancress, This human insulin 5 produced by recombinait DNA technotogy utikzing
—— Caccharomyces cerevisiae (bakers' yeast) as the production organism,
o INSULIN DELIVERY SYSTEMS
These Novoline 70/3¢ PenFllle 3 mb cartridges are designed for usa with NovoPenes 3 Insufin
Delivery Devite and NovoFines disposable needies or Other products specifically
recommended by Novo Nordisk.

. NovoPen® lunior, and NovoPen® 3 Demi

STORAGE
Jnsuhshouldbesmrodhaeoldplace.ﬁvbmblyhamﬁwmtunoﬂnmsfrauhg
compartmant. Do not let i freazs. Keap the carton so that
theyrvrwlll statygﬁrggr:d rotgcte'd hom':%ht Nuvollru?ﬂf.!g' PonFlIl-caru;d;get:ncembrenléopl
ehigerste I} rrefrigerated cal s must be used within this period or
un“carngedr Basuraloprgactcamﬁ 'm' and extrerne heat or coldt.
Nevar usa any Novoline 70/30 PanFlile urﬁdge the precipitate (Iha whits depasit) has
beoomelumpyotqrandaunsppeamnceorhasb?mda deposit of solid particies on the wall
:!hﬂ::bc::ndqe This insulin should not be used it the liquid in the cantridge remains claar after
n moed.
Never use Insulin after the sxpiration date which is prirted on the labal snd carton.
IMPORTANT
memmmuummmmmmmwwmmmmw

- Dlsposablenoedleamformngieuu mmmw.dmiy_mmdmsmyed
- Claan your hands and the injaction site soap: and water o with alconol.
- Wipe the rubber stopper on the ineulin cartridge with an alcohol swab,
:J:vge':‘plaoemm mgrusemedle ineulin delivery device unti ready to

a sin on ® YOu are ve
an injection, andtgnmani-nmat:g'lﬂoruehirpgim ﬂwneedlehnolmmgd.
mmeliquidm«:ybeaxp)eibdfmﬂnwmdgacanhpachumemmwuh

The cloudy material i an insulin suspension will settie 1o the botiom of the cartridge, 3o the
contents rmust be mixed before injection. These Novoline PenFille Cariridges contain &
glassbdlbmdmmeMnumngamnnﬁdgemﬂncamnqe and down
tweer

i your instruction manual Fotsubsmmlhjocﬁmwrmaearmdgals n
deyv?‘ca wan the device Up and down positions A and B - See Figure 2. Do this at
Iesslwumesumilmehqu:dappsafsm white and cloudy, Follow the directions In
your insulin deiivery device ingtruction A

0E277-21-087-1
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Note: Never intiate a new injection yniess there is suffichent insulin in the cartrid

mixing {the glass bali neads adeguate room for movement to mix the suspansim) Insuhn Pung
cartridges may cortain a smal amaunt of akr, To ?ravem an injection of air and make certain insulin is

delivered, an air shot must be done befm each

proyidad inyour insulin delivery device

GlVING THE INJECTION
1. The foliowing areas eve suitable for subcutaneous insulin injection: thighs,
abdomen. Do pot change areas without consulting your physician. The
_?_mhot.lltdI be changed each time; Injection sites should be about an Inch

. Hold

. Release the skinand
that all the insulin is In;eched hoo| 1he needle in the skin for several seconds al
your thumb on the push button. ject INto & MUSClE UNess you
Ec:u“d'lould never inject insuiininto a veh

device like a pencil and push the needle quickly and fi nto the pi

AWM

Directions for performing an air shot are

R el ot o ncton”
point of injection
ction site should be clean and dry. Pinch up skinarea to be infected and hold it rmiy.
mily inched-up area.
push!hepush-bmonallmawaylnmlnjecthsullnbsmammesk!rﬂoms
fier injection with
r physician has advised it
Folowihe mcﬁuwiofmadyourlm:lhbaﬁvuy

5. Remave the needle. I slight bleeding coours, preas lightly with a dry cotton swab for a few seconds

- do nol b,
Note: Use the injection technique recommended by your physiclan.
USAGE IN PREGNANCY
It is particularty importan to maintain good control of
attention must be paid 1o your dist, exercise and

y YOUr phiysician or nuTea Sducaior.
INSULIN REACTION AND §HOCK
Insulin reaction lycemia’ occu

diabetes du nancy and special
regimens. if youmgrep';ggnaMumsinga

‘occurs when the blood giucose falls very low. This can happen if you

{ake too much insulin, miss or delay a meal, exarcise More than usual or work 1o hard without eal

of beoorns il (especmlly with vnmilfng or fever).
other me matlowerbloodgueom such ag orat antidi
suddsn%!’hay may inchude & cold sweat,
naused
glass of mik or orange juice, or several

fymplcn'ns 1f symptoms persist, call your -an insuin reaction can lead 1o

lycenmia can alsa happenllyoucon'lblnei':ﬁ'l
iabetic aganie or
pra:g'lypmnmd -ﬂw-cu.mer drugs. The first symptoms of an Insulln reaction usually

. Nervousness o shakiness, rap or
eorconmsmmeyalsooccu lfyoudrlt*oteatsmmaﬂingﬁghtmy(a
candies), you can often siop the pmgresabnd

results in loss of consciousness, medical care should be oblained
imrnedistely. It you have had rapaatadrﬂat:mmcl' mullnreamrnsbdwawm
consciousness, contact your ph . Savele can result in temporary or permanent

of brain fu
In ceriain cases, the nature and Inhn.mr of The watning sympioms
wlm ng -ymplnma hypoglycamis wets lass
g::ell‘.'ﬂf KEI'E‘AO.SIDOSIS mgpcom

C ketoac L3 body
acune liness or Irdecﬁonr.:agr fallure to take enouqh inaulin
ymun&ehgkewmm?m Dfdrowsyd fpaling, Aushed face, %mmmd
a oal

e e e
vy pulse ane mone savers
rcalaumﬁm right away. Severe, sustained hyperglycemia
ADV'EHSE REACTIONS
Afow peommm dnabeuas davelop red,
|n}ec

has toc ittle insulin,

skin where the ingulin has
the

swollen and itc
andltmaymr

have a local eaction, tell your
onaralized insulin all
including Tfkm ra;i'\ ﬂo‘;o vt you
ressure, 58 SYTpLOMmS
Faavers all:r?:’irc react:ons to insulin have occurred (I l
difficulties) you should be skir-tested with sech new insul

IMPORTANT NOTES
1. Achange in the type,
Any change In Insulin
2. To avoid possibl etransrrussoonoidlsaasa PnnFIIl-cartdd
3. Beforeuse, chmkmmehnﬂlkeamidgabmcl
clamagalsseen.otllhepaﬂoﬂhe piston
bar code band.

OCCUNE Farely, bit when it does it may cause &

i for single

change. A few pltknu hays reporied that afier being transferred to nmwm. the earty
? pronounced than

Mot COMIMAT CAUEAE
ln]eeﬂon llywumlllyoustn.ﬂdchwk

Pmm

katonu(meﬂm)otllyouhaumyoﬂhae
and should

have

symptoms and you
may résuit in diabetic coma and death.

besn
injection s not propery made, it
ddnhsemiﬁvebﬂmcbﬂnahgoobﬁmnmﬁywmalbrgbbﬂnhwlnbehgmod #

sarious reaction,
.shomasolbmalh.laﬂpdsa sweaﬁng.uﬂldfophblmd

msm ’
L
apemesorpurﬂydlmllnoowqudmammt

no cracks, notusei'l
maty'gusaalavdg; than the white any

4. You have leamed how to test your urine o your blood for hmssmsirrpormm

do these tests regularly and to record the
5 'e’d have te llinass, aspeclaltywm
. an ac|
Inﬁn.liposabla stay on your

agula:soﬂdnnks or Clear 5ouUps; d#oucun.aaim\allarmurnsofblandbods.
urine for glucose and ketones and, ff possible, test your biood ghicoss. Note
andcornactycurphyslcmlocposalblelmdhdosead] I you have severe and

advoniﬂno.aaekeme medical care.
E shwldarways Idenﬁﬁr%:nﬂgynwiichmma‘lymmm
or pharmacist before taking any drug.
8 Donmtrytnmﬂlla Fllle cartriige.

3;meywphyulehnllwubmnnvqmﬂmMyuumndﬂbnorﬂn

Hai Mlm«nmhmwwopbwmdubmlspubished American Diabetes
Asa?:daﬁon Streot, Alexandria, VA 22314 by

For informaltion contact:

Novo Nordish Pharmacsuticals, Inc.
100 Overlook Cenmer

Suite 200

Princeton,

+-800-727-6500

Manufactured by

Novo Nordisk Pharmacsutical industries, inc.
Clayton, NC 27520

Licensa under U.S. Patent No. 5,462,535 and
Des.Sd?.Bdesﬁcledbussmeomedisk
ingulin delivery devices
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